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(4) Arrangements for the acquisition
and preservation of donated organs and
provision of quality standards for the
acquisition of organs that are con-
sistent with the standards adopted by
the OPTN, including arranging for
testing with respect to preventing the
acquisition of organs that are infected
with the etiologic agent for acquired
immunodeficiency syndrome (AIDS).

(5) Appropriate tissue typing of or-
gans.

(6) A system for allocation of organs
among transplant patients that is con-
sistent with the rules and requirements
of the OPTN, as defined in §486.320 of
this part.

(7) Transportation of organs to trans-
plant hospitals.

(8) Coordination of activities with
transplant hospitals in the OPO’s serv-
ice area.

(9) Participation in the OPTN.

(10) Arrangements to cooperate with
tissue banks for the retrieval, proc-
essing, preservation, storage, and dis-
tribution of tissues as may be appro-
priate to assure that all useable tissues
are obtained from potential donors.

(11) Annual evaluation of the effec-
tiveness of the OPO in acquiring or-
gans.

(12) Assistance to hospitals in estab-
lishing and implementing protocols for
making routine inquiries about organ
donations by potential donors.

(c) The advisory board described in
paragraph (a) of this section has no au-
thority over any other activity of the
OPO and may not serve as the OPO’s
governing body or board of directors.
Members of the advisory board de-
scribed in paragraph (a) of this section
are prohibited from serving on any
other OPO board.

(d) The OPO must have bylaws for
each of its board(s) that address poten-
tial conflicts of interest, length of
terms, and criteria for selecting and re-
moving members. (e) A governing body
must have full legal authority and re-
sponsibility for the management and
provision of all OPO services and must
develop and oversee implementation of
policies and procedures considered nec-
essary for the effective administration
of the OPO, including fiscal operations,
the OPO’s quality assessment and per-
formance improvement (QAPI) pro-
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gram, and services furnished under
contract or arrangement, including
agreements for these services. The gov-
erning body must appoint an individual
to be responsible for the day-to-day op-
eration of the OPO.

(e) A governing body must have full
legal authority and responsibility for
the management and provision of all
OPO services and must develop and
oversee implementation of policies and
procedures considered necessary for the
effective administration of the OPO,
including fiscal operations, the OPO’s
quality assessment and performance
improvement (QAPI) program, and
services furnished under contract or ar-
rangement, including agreements for
these services. The governing body
must appoint an individual to be re-
sponsible for the day-to-day operation
of the OPO.

(f) The OPO must have procedures to
address potential conflicts of interest
for the governing body described in
paragraph (d) of this section.

(g) The OPO’s policies must state
whether the OPO recovers organs from
donors after cardiac death.

§486.326 Condition: Human resources.

All OPOs must have a sufficient num-
ber of qualified staff, including a direc-
tor, a medical director, organ procure-
ment coordinators, and hospital devel-
opment staff to obtain all usable or-
gans from potential donors, and to en-
sure that required services are provided
to families of potential donors, hos-
pitals, tissue banks, and individuals
and facilities that use organs for re-
search.

(a) Standard: Qualifications. (1) The
OPO must ensure that all individuals
who provide services and/or supervise
services, including services furnished
under contract or arrangement, are
qualified to provide or supervise the
services.

(2) The OPO must develop and imple-
ment a written policy that addresses
potential conflicts of interest for the
OPO’s director, medical director, sen-
ior management, and procurement co-
ordinators.

(3) The OPO must have credentialing
records for physicians and other practi-
tioners who routinely recover organs in
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hospitals under contract or arrange-
ment with the OPO and ensure that all
physicians and other practitioners who
recover organs in hospitals with which
the OPO has agreements are qualified
and trained.

(b) Standard: Staffing.

(1) The OPO must provide sufficient
coverage, either by its own staff or
under contract or arrangement, to as-
sure both that hospital referral calls
are screened for donor potential and
that potential donors are evaluated for
medical suitability for organ and/or
tissue donation in a timely manner.

(2) The OPO must have a sufficient
number of qualified staff to provide in-
formation and support to potential
organ donor families; request consent
for donation; ensure optimal mainte-
nance of the donor, efficient placement
of organs, and adequate oversight of
organ recovery; and conduct QAPI ac-
tivities, such as death record reviews
and hospital development.

(3) The OPO must provide a sufficient
number of recovery personnel, either
from its own staff or under contract or
arrangement, to ensure that all usable
organs are recovered in a manner that,
to the extent possible, preserves them
for transplantation.

(c) Standard: Education, training, and
performance evaluation. The OPO must
provide its staff with the education,
training, and supervision necessary to
furnish required services. Training
must include but is not limited to per-
formance expectations for staff, appli-
cable organizational policies and proce-
dures, and QAPI activities. OPOs must
evaluate the performance of their
staffs and provide training, as needed,
to improve individual and overall staff
performance and effectiveness.

(d) Standard: Medical director. The
OPO’s medical director is a physician
licensed in at least one of the States or
territories within the OPO’s service
area or as required by State or terri-
tory law or by the jurisdiction in which
the OPO is located. The medical direc-
tor is responsible for implementation
of the OPO’s protocols for donor eval-
uation and management and organ re-
covery and placement. The medical di-
rector is responsible for oversight of
the clinical management of potential
donors, including providing assistance
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in managing a donor case when the sur-
geon on call is unavailable.
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(a) An OPO must provide individ-
ually-identifiable, hospital-specific
organ donation and transplantation
data and other information to the
Organ Procurement and Transplan-
tation Network, the Scientific Registry
of Transplant Recipients, and DHHS,
as requested by the Secretary. The
data may include, but are not limited
to:

(1) Number of hospital deaths;

(2) Results of death record reviews;

(3) Number and timeliness of referral
calls from hospitals;

(4) Number of eligible deaths;

(5) Data related to non-recovery of
organs;

(6) Data about consents for donation;

(7) Number of eligible donors;

(8) Number of organs recovered, by
type of organ; and

(9) Number of organs transplanted,
by type of organ.

(b) An OPO must provide hospital-
specific organ donation data annually
to the transplant hospitals with which
it has agreements.

(c) Data to be used for OPO re-certifi-
cation purposes must be reported to
the OPTN and must include data for all
deaths in all hospitals and critical ac-
cess hospitals in the OPO’s donation
service area, unless a hospital or crit-
ical access hospital has been granted a
waiver to work with a different OPO.

(d) Data reported by the OPO to the
OPTN must be reported within 30 days
after the end of the month in which a
death occurred. If an OPO determines
through death record review or other
means that the data it reported to the
OPTN was incorrect, it must report the
corrected data to the OPTN within 30
days of the end of the month in which
the error is identified.

(e) For the purpose of determining
the information to be collected under
paragraph (a) of this section, the fol-
lowing definitions apply:

(1) Kidneys procured. Each kidney re-
covered will be counted individually.
En bloc kidneys recovered will count as
two kidneys procured.

Condition: Reporting of data.
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